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This letter is in response to the Petition under 37 C.F.R. 1.181 filed on 17 July 2007 requesting 
review of a lack of unity determination. The delay in acting upon this petition is regretted. 

BACKGROUND 

This application was filed as a national stage application under 35 USC 371 of PCT/EP03/02925 
and as such, is eligible for unity of invention practice. 

In a written lack of unity determination mailed 13 July 2006, the examiner divided claims 1-16 
claims into twelve groups and then requested that applicants select one SEQ ID Nos if any of 
Group I-XII were elected. The examiner provided no prior art to support this determination for 
lack of unity, instead just stating that the groups lacked shared technical feature. 

On 13 October 2006, applicants elected Group IV, claims 10-12, in part and SEQ ID No 134 
with traverse. 

In the first Office action of the merits mailed 17 January 2007, the examiner considered the 
traversal and made the unity of invention determination FINAL. 

Claims 10-12 were examined. 

Claims 10-12 were rejected under 35 USC 112, 2 nd for indefiniteness. 
Claims 10-12 were rejected under 35 USC 1 12, 1 st , for lack of enablement. 
Claims 10-12 were rejected under 35 USC 1 12, 1 st , for lack of an adequate written 
description. 

Claims 10-12 were rejected under 35 USC 102(b) for being anticipated by Bingen et al. 
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Group II, claims 3-6, drawn to isolated polynucleotide sequences. It is noted that SEQ Id No 135 
is directed to a polypeptide sequence and as such, would be part of Group I. 

- Groups (VI and VII) are both drawn to antibodies, and as such, share a technical feature and are 
rejoined. 

Groups (VII and IX), claims 13 and 17 are rejoined as both are drawn to antibodies. 

Group X, claim 15, in part, drawn to methods of detecting or diagnosing E coli infection using 
polypeptides. 

Group XI, claim 15, in part, drawn to methods of detecting or diagnosing E coli infection using 
polynucleotides. 

Group XIII, claim 15, in part, drawn to methods of detecting or diagnosing E coli infection using 
antibodies. 

A response to the Office action was filed on 17 July 2007 along with this petition. An 
Information Disclosure Statement was also filed 1 7 July 2007. 

DISCUSSION 

Applicants' petition filed 17 July 2007 has been considered carefully. The petition argues that 
the unity of invention determination was incomplete for not comparing the shared technical 
features to establish a lack of unity of invention and for grouping inventions with the same 
technical feature into different groups. Applicants are correct. 

In particular, vaccine compositions of Group IV and V, directed to claims 10-12 are rejoined 
with the polypeptide of Group I, claims 1-2, as both share the technical feature of the 
polypeptide. 

Claim 9 had been withdrawn from the restriction requirement altogether as being directed to a 
<c use claim. Claim 9 has now been amended to a product claim and is now directed to a subset of 
the polypeptides listed in claim 1 . Claim 9 will be examined with Group IV. 

Claim 16 will be joined for examination as being directed to a pharmaceutical composition 
comprising the polypeptide of claim 9. 

New claims 18-19 are directed to a composition comprising a sequence selected from a group 
consisting of SEQ ID No 1-66 and 133-145, with a carrier. A review of the sequence listing 
shows that these sequences are all directed to polypeptide sequences, so new claims 18-19 will 
be rejoined elected Group IV. 

In summary, upon reconsideration and in view of the claims as currently pending, the Groups are 
now set forth as follows: 
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Group I, claims 1-2, 9-12, 16, 18-19, drawn to polypeptides, compositions and vaccines 
comprising such. 

Group II, claims 3-6, drawn to a second product, polynucleotides, expression vectors and 
host cells 

Group III, claims 7-8, drawn to the first method of using the product of Group I. 
Group IV, claims 13-14, drawn to a third product, antibodies. 

Group V, claim 15, in part, drawn to a method of detecting or diagnosing E coli infection 
using polypeptides, which corresponds to the second method of using the first product. 

Group VI, claim 15, in part, drawn to a method of detecting or diagnosing E coli 
infection using antibodies, which corresponds to the first method of using the third 
product. 

Group VII, claim 15, in part, drawn to a method of detecting or diagnosing E coli 
infection using polynucleotides, which corresponds to the first method of using the 
second product. 

Group VIII, new claims 20-21, drawn to the first method of making the first product, the 
composition of Group I. 

37 CFR 1 .475 provides guidance for lack of unity determinations made in national stage filings 
under 35 USC 371. 

1 .475 Unity of invention before the International Searching Authority, the 
International Preliminary Examining Authority and during the national stage. 

(a) An international and a national stage application shall relate to one invention only 
or to a group of inventions so linked as to form a single general inventive concept 
("requirement of unity of invention"). Where a group of inventions is claimed in an 
application, the requirement of unity of invention shall be fulfilled only when there is 

a technical relationship among those inventions involving one or more of the same 
or corresponding special technical features. The expression "special technical 
features" shall mean those technical features that define a contribution which each 
of the claimed inventions, considered as a whole, makes over the prior art. 

(b) An international or a national stage application containing claims to different 
categories of invention will be considered to have unity of invention if the claims 
are drawn only to one of the following combinations of categories: 

(1) A product and a process specially adapted for the manufacture of said 
product; or 

(2) A product and process of use of said product; or 

(3) A product, a process specially adapted for the manufacture of the said 
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product, and a use of the said product; or 

(4) A process and an apparatus or means specifically designed for carrying out 
the said process; or 

(5) A product, a process specially adapted for the manufacture of the said 
product, and an apparatus or means specifically designed for carrying out the 
said process. 

(c) If an application contains claims to more or less than one of the combinations of 
categories of invention set forth in paragraph (b) of this section, unity of invention 
might not be present. 

(d) If multiple products, processes of manufacture or uses are claimed, the first 
invention of the category first mentioned in the claims of the application and the 
first recited invention of each of the other categories related thereto will be 
considered as the main invention in the claims, see PCT Article 17(3)(a) and § 
1.476(c). 

(e) The determination whether a group of inventions is so linked as to form a single 
general inventive concept shall be made without regard to whether the inventions 
are claimed in separate claims or as alternatives within a single. claim. 

In this application, the groups pertain generally to the technical feature of E. coli markers and 
vaccines. As evidenced by Bingen et al, E. coli antigens, vaccines and markers are not a 
contribution over the prior art, so the technical feature which links Groups I-VIII does not impart 
unity of invention. 

37 CFR 1.475(b) permits a combination of different inventions in a single application, such as 
first product, a first method of making it and a first method of using it. In this application, (using 
revised Group numbers set forth above) Group I corresponds to the first product, Group VIII 
corresponds to the first method of making the first product and Group III is directed to the first 
method of using the first product. In this application, because the first product, as claimed, does 
not make a contribution over the prior art in view of Bingen et al, there is no obligation for the 
Office to examine the first method of making and first method of using the first product. 

Concerning the placement of claim 15 into three separate groups, it is noted that 37 CFR 
1.475(e) specifically permits lack of unity determination to be made within alternatives of a 
single claim. 

Concerning the requirement to elect a single sequence or combination of sequences for 
examination, it is noted that applicants elected SEQ ID No 134, however applicants did not 
present any reasoning or arguments as to why an election of specie requirement was being 
traversed. Similarly, in the petition filed on 17 July 2007 applicant did not specify any reasons 
why the requirement to elect a sequence for examination was improper. Because applicant did 
not distinctly and specifically point out the supposed errors in the restriction requirement, the 
election of sequence SEQ ID No 134 has been treated as an election without traverse (MPEP § 
818.03(a)). 
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DECISION 

Accordingly, the petition filed under 37 CFR 1 . 1 8 1 on 1 7 July 2007 is GRANTED-IN-PART . 
The lack of unity determination set forth on 13 July 2006 has been re- formulated, as follows. 

Group I, claims 1-2, 9-12, 16, 18-19, drawn to polypeptides, compositions and vaccines 
comprising such. 

Group II, claims 3-6, drawn to polynucleotides, expression vectors and host cells 
Group III, claims 7-8, drawn to the first method of using the product of Group I. 
Group IV, claims 13-14, drawn to antibodies. 

Group V, claim 15, in part, drawn to a method of detecting or diagnosing E coli infection 
using polypeptides. 

Group VI, claim 15, in part, drawn to a method of detecting or diagnosing E coli 
infection using antibodies. 

Group VII, claim 15, in part, drawn to a method of detecting or diagnosing E coli 
infection using polynucleotides. 

Group VIII, new claims 20-21, drawn to a method of making the composition of Group I. 

Group I includes applicants elected invention polypeptides having SEQ ID No 134 is under 
examination. 

The application will be forwarded to the examiner to consider the amendment, response and IDS 
filed 17 July 2007 and to prepare a non-final Office action consistent with this petition decision. 

Any request for reconsideration must be filed within two (2) months of the mailing date of this 
decision. 

Should there be any questions regarding this decision, please contact Special Program Examiner 
Julie Burke, by mail addressed to Director, Technology Center 1600, PO BOX 1450, 
ALEXANDRIA, VA 223 13-1450, or by telephone at (571) 272-1600 or by Official Fax at 703- 
272-8300. \f 
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